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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
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3) D An election was made by the applicant in response to a restriction requirement set forth during the interview on 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
November 8, 201 1 has been entered. 

2. Claims 1 , 35, 37 and 41 are amended. Claims 1 -4, 6, 7, 1 0-1 4, 1 9, 20 and 35-47 
are pending. 

Response to Arguments 

3. Applicant's arguments, see Remarks, filed November 8, 201 1 , with respect to the 
rejection of claims 1 and 4 under 35 USC 102(b) in view of Wazne have been fully 
considered and are persuasive. Therefore, the rejection has been withdrawn. 
However, upon further consideration, and in light of the recent claim amendments, a 
new ground of rejection is made in view of Cox, US Patent No. 4,969,899. 

Allowable Subject Matter 

4. Claims 41 , 46 and 47 are allowed. 



Claim Rejections - 35 USC § 102 
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5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

6. Claims 1 -4 and 1 9 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Cox, US Patent No. 4,969,899. 

7. Regarding claim 1 , Cox discloses a balloon that be used in the gastric lumen (1 0, 
Fig. 1) comprising: a shell (1 1 , Fig. 1); a receiver formed in said shell (20, Fig. 1) having 
a recessed region in the shell (region inside 20, Fig. 1 ); a valve (36, Fig. 1 ) for 
preventing the undesired addition or elimination of fluid from the gastric balloon; and a 
retractable tubing (25, Fig. 1) being movable between a stowed position in which said 
retractable tubing is housed in the recessed region of the receiver (stowed position, Fig. 
1 ) and an extended position in which said retractable tubing is withdrawn from the 
recessed region of the receiver and is extendable from the stomach of a patient to the 
mouth of the patient (tubing can be withdrawn form the recessed region of storage shell, 
col. 3, lines 50-60, Fig. 2) wherein said shell is inflated and deflated from outside the 
body of the patient via said retractable tubing (col. 3, lines 50-60). 

8. Regarding claims 2-3, Cox discloses that the retractable tubing is formed in one 
or more spirals or in a coil (tubing can be formed into spirals or coil, Fig. 1). 

9. Regarding claim 4, Cox discloses that the retractable tubing is fluidly connected 
to the shell via an interface (tubing may make a fluid seal with reinforcement member 
22, Fig. 1, col. 3, lines 40-50). 
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1 0. Regarding claim 1 9, Cox discloses wherein said valve is a slit valve (slit 37, col. 
4, lines 10-22). 

Claim Rejections - 35 USC §103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 2. Claims 1 0-1 3 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Cox in view of Mouri et al, US Patent No. 6,074,378. 

1 3. Regarding claims 11-13, Cox lacks the teaching of that the retractable tubing is 
made of a material having a memory, a soft material comprising a radial spring, a semi- 
rigid material having a memory, and a shape memory alloy. However, Mouri et al. also 
teach that the catheter (1 1 ) may be formed from is formed of a soft material (urethane, 
col. 5, line 53), a semi-rigid material (shape memory alloy, Col. 5, line 55), or a shape- 
memory alloy to return the tubing to the proper shape (shape memory alloy, col. 5, line 
55). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to replace the tubing (25) of Cox with the catheter body having an 
embedded coil of Mouri et al. in order to allow the tubing to recoil to a smaller profile 
after inflation of the balloon to prevent damage to the inner wall of the stomach (Mouri et 
al, col. 2, lines 29-34). 
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14. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cox in 
view of Trick, US Patent No. 4,417,567. 

1 5. Cox discloses the invention as claimed except wherein said valve is a septum. 
Trick discloses a balloon (18) having an elongated stem which is closed with a septum 
(24). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to replace the valve of Cox with the septum of Trick in order to 
allow inflation fluid to be added to or removed from the inflation tube leading to the 
balloon by a hollow needle (Trick, Col. 2, lines 64-68, and Col. 3, lines 1-2). 

1 6. Claims 6-7, 1 4, 35-36 and 43-44 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Cox in view of Gau et al, US Patent No. 5,084,061 . 

1 7. Regarding claims 6-7 and 14, Cox discloses the claimed invention except for a 
receiver that is a molded valve patch bonded to the shell. However, Gau et al disclose 
an intragastric balloon (20), comprising a self sealing valve (28) and a valve cover patch 
(34, examiner also interprets this to be a cap) that is affixed to the exterior of the balloon 
shell using an adhesive (Col. 5, lines 34-36). The valve cover patch of Gau et al has an 
"X" shaped slot (36) that is aligned with a hole (38) in the shell of the balloon for 
insertion of an inflation tube. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to add the valve patch system of Gau et al to 
the receiver of Cox in order to provide a barrier means at the surface of the balloon to 
prevent deflation of the balloon if the inflation tube were accidentally separated from the 
balloon. 
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1 8. Regarding claims 35-36 and 43-44, Cox discloses a balloon that be used in the 
gastric lumen (10, Fig. 1) comprising: a shell (11, Fig. 1); a receiver formed in said shell 
(20, Fig. 1) having a recessed region in the shell (region inside 20, Fig. 1); a valve (36, 
Fig. 1) for preventing the undesired addition or elimination of fluid from the gastric 
balloon; and a retractable tubing (25, Fig. 1) being movable between a stowed position 
in which said retractable tubing is housed in the recessed region of the receiver (stowed 
position, Fig. 1) and an extended position in which said retractable tubing is withdrawn 
from the recessed region of the receiver and is extendable from the stomach of a 
patient to the mouth of the patient (tubing can be withdrawn form the recessed region of 
storage shell, col. 3, lines 50-60, Fig. 2) wherein said shell is inflated and deflated from 
outside the body of the patient via said retractable tubing (col. 3, lines 50-60). 

1 9. Cox lacks the teaching of a molded valve patch bonded to the shell. However, 
Gau et al disclose an intragastric balloon (20), comprising a self sealing valve (28) and 
a valve cover patch (34, examiner also interprets this to be a cap) that is affixed to the 
exterior of the balloon shell using an adhesive (Col. 5, lines 34-36). The valve cover 
patch of Gau et al. has an "X" shaped slot (36) that is aligned with a hole (38) in the 
shell of the balloon for insertion of an inflation tube that is bonded to the molded valve 
patch. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to add the valve patch system of Gau et al to the receiver of Cox in 
order to provide a barrier means at the surface of the balloon to prevent deflation of the 
balloon if the inflation tube were accidentally separated from the balloon. 
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20. Claim 42 is rejected under 35 U.S.C. 103(a) as being unpatentable over Cox and 
Gau et al as applied to claim 35, and further in view of Duffy, US Publication No. 
2005/0171568 A1. 

21 . Cox and Gau et al do not expressly disclose an axle that resists withdrawal of the 
retractable tubing from the axle. However, Duffy teaches a torsionally loaded axle (26, 
Fig. 6), wherein the torsionally loaded axle resists removal of said retractable tubing 
from said receiver and returns said retractable tubing to said receiver for housing 
(paragraph 0032); and the torsionally loaded axle includes a pre-grooved surface (18, 
Fig. 6) for accommodating said retractable tubing. In the receiver of Cox as modified by 
Duffy, the torsionally loaded axle can be located horizontally or vertically with respect to 
said receiver. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to make the receiver of Cox as modified by Gau such that 
the tubing (12) is accommodated by the wheel and the axle of Duffy in order to provide 
a means retract the tubing (12) into the receptacle of Cox, after the balloon is inflated 
(Duffy, paragraph 0032). 

22. Claims 37-40 and 45 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cox in view of Duffy, US Publication No. 2005/0171568 A1. 

23. Regarding claims 37-40, Cox discloses a balloon that be used in the gastric 
lumen (10, Fig. 1) comprising: a shell (11, Fig. 1); a receiver formed in said shell (20, 
Fig. 1) having a recessed region in the shell (region inside 20, Fig. 1); a valve (36, Fig. 
1) for preventing the undesired addition or elimination of fluid from the gastric balloon; 
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and a retractable tubing (25, Fig. 1) being movable between a stowed position in which 
said retractable tubing is housed in the recessed region of the receiver (stowed position, 
Fig. 1) and an extended position in which said retractable tubing is withdrawn from the 
recessed region of the receiver and is extendable from the stomach of a patient to the 
mouth of the patient (tubing can be withdrawn form the recessed region of storage shell, 
col. 3, lines 50-60, Fig. 2) wherein said shell is inflated and deflated from outside the 
body of the patient via said retractable tubing (col. 3, lines 50-60). 

24. Cox lacks the teaching of a torsionally loaded axle structured to retract said 
retractable tubing into the receiver, where the receiver has a longitudinal axis and the 
torsionally loaded axle is substantially aligned along the longitudinal axis or substantially 
perpendicular with the longitudinal axis. 

25. However, Duffy teaches a torsionally loaded axle (26, Fig. 6), wherein the 
torsionally loaded axle resists removal of said retractable tubing from said receiver and 
returns said retractable tubing to said receiver for housing (paragraph 0032); and the 
torsionally loaded axle includes a pre-grooved surface (18, Fig. 6) for accommodating 
said retractable tubing. In the receiver of Cox as modified by Duffy, the torsionally 
loaded axle can be located along the longitudinal axis or substantially perpendicular to 
the axis of the receiver. It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to make the receiver of Cox such that the tubing 
(12) is accommodated by the wheel and the axle of Duffy in order to provide a means 
retract the tubing (12) into the receptacle of Cox, after the balloon is inflated (Duffy, 
paragraph 0032). 
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Conclusion 

26. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Examiner Katrina Stransky whose telephone number is 
(571) 270-3843. The examiner can normally be reached on Monday through Friday, 
8:30 am to 5:00 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, please contact 
the examiner's supervisor, Gary Jackson, af (571) 272-4697. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

If there are any inquiries that are not being addressed by first contacting 
the Examiner or the Supervisor, you may send an email inquiry to 
TC3 7 00..., Workgroup... D....I nqu iri e s @ uspto ,go v . 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Katrina Stransky 
Examiner, Art Unit 3734 

IK. SJ 

December 6, 2011 

/Gary Jackson/ 
Supervisory Patent Examiner 
Art Unit 3734 



